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Decernl;éi 6, 1999

Dear Slrs

I"d like to offer my comment on the recent proposal, as pubiished in the Federal Register, to
regulate allograft bone tissue as a medical device.

This will have atremendous chilling effect on the quality of patient care in this country. |n my
practice, we utilize allograft bone to strengthen fusions, and to shorten surgical procedures, as
well as providing better outcome. By using allograft bone rather than autograft bone, obtained
from the patient himself, we save the patient significant hardship, pain, suffering, and shorten the
surgical procedure. The complication rate at bone graft donor sites is not insignificant, and the
use of allograft bone completely eliminates this potential complication.

| have been using allograft bone routinely for over 10 years, and have never had a complication
related to the allograft bone.

.| therefore strongly object to the proposal, as published in the Federal Register on September 30,

to alloyy}fhtfhe FDA to regulate allografl bone as a medical device.

Sincerely yours,

Daniel Spitzer, MD
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